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DETAILED ACTION 

This Office action supersedes the Office action mailed on 2/19/2009. The previously 
mailed action inadvertently reproduced the prior Office action mailed 7/3 1/2008 rather than the 
final Office action set forth below. The examiner apologizes for any confusion. 

Applicant's arguments filed 12/1/2008 have been fully considered but they are not 
persuasive. 

Claims 10-17, 20-25, and 27 have been cancelled. Claims 28-34 have been newly added. 
Claims 1-9, 18-19, 26, and 28-34 are under consideration. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 3-9, 18, 30, and 32-33 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. This is new matter rejection. 

Claim 1 as amended recites, "A peptide comprising an amino acid sequence selected 
from SEQ ID NO: 17, or between 9 and 14 consecutive amino acid residues of SEQ ID NO: 17, 
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and their pharmaceutically acceptable salts, wherein the peptide is characterized by a capacity to 
bind to transforming growth factor pi (TGF- 01)." 

Basis for "between 9 and 14 consecutive amino acid residues" has been pointed to on 
page 7, lines 4-11. This is not agreed with. This is a description of the particular sequences 
recited in claim 2 that meet these size limitations. It is not a disclosure of any 9-14 amino acid 
fragment of SEQ ID NO: 17. 

Claim 9 has been amended to recite "one or more alternative." Basis is not seen for this 
generic concept in original claim 6. The specification does not appear to contemplate such 
compositions. 

Claim 33 is a new claim and basis has been pointed to at page 6. This is not agreed with. 
The specification does not contemplate this subset of consecutive amino acid residues of SEQ ID 
NO: 17. 

Claims 5-7 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

The specification does not enable producing any pharmaceutical compositions for the 
treatment of diseases and pathological alterations associated with excessive or deregulated 
expression of TGF- pi . The specification provides no evidence or reason to believe that any of 
the peptides embraced by claim 1 is useful for the treatment of any of the diseases embraced by 
these claims. The specification does not administer any peptides in vivo or in an in vitro model 
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that corresponds to any of these diseases. As these are not naturally occurring peptides, it is not 
considered to be so predictable that they would have any in vivo activity suitable to treat these 
diseases. 

Claim 34 is rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for SEQ ID NO: 17 and SEQ ID NOS: 24-36, does not reasonably provide 
enablement for all fragments embraced by the claims. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the invention commensurate in scope with these claims. 

The specification docs not enable other peptide fragments of SEQ ID NO: 17 embraced 
by the claims as having the capacity to bind to transforming growth factor pi (TGF-pi). Table 4 
in the specification shows that a 9 amino acid fragment (the smallest fragment tested) has barely 
any activity. There is no reason to believe that smaller peptides would bind or have any activity. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 5, 6, 7, 8, and 9 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 4 is directed to methods of making a pharmaceutical composition. Claims 5-7 do 
not provide further limitations to the steps for making the pharmaceutical composition (i.e. 
introducing the peptide of claim 1 into a pharmaceutically acceptable excipient). They do not 
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further limit the peptide or carrier required by the pharmaceutical composition. Claims 5-7 do 
not further limit the subject matter of claim 4. Applicant's arguments are not persuasive. 
Applicant has not pointed out how the pharmaceutical composition produced by the method of 
claim 4 is further defined by the limitatons in claims 5-7. None of these claims alter any of the 
structural features of the pharmaceutical compositions produced by the method of claim 4. As 
such, it must be presumed that all of the pharmaceutical compositions produced by claim 4 
would fulfill all of the intended uses of claims 5-7. 

Claim 8 recites "in therapeutically effective amount." However, the intended therapeutic 
effect is not specified. The claim is indefinite on the amount of peptide required by the claim. 

Claim 9 recites "alternative TGF-(31 inhibiting compounds." It is not known what is 
meant by "alternative." 

Conclusion 

SEQ ID NO: 17 is a synthetic peptide and is not naturally occurring. SEQ ID NOS: 24- 
36 are different truncated forms of SEQ ID NO: 17. The prior art of record does not disclose nor 
suggest the structure of any of these peptides. 

Claims 2, 19, 26, and 28-29 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

Claim 3 1 is allowed. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen whose telephone number is 571-272-0712. 
The examiner can normally be reached on Monday-Friday, 5:30 am - 2:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath N. Rao can be reached on 571-272-0939. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Marianne P. Allen/ 

Primary Examiner, Art Unit 1647 

mpa 



